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Creativity never ceases to amaze!

U.S.: No billboards in space
WASHINGTON (Reuters) -- The U.S. government does not want billboards in space.

The Federal Aviation Administration proposed Thursday to amend its regulations to ensure that it 
can enforce a law that prohibits "obtrusive" advertising in zero gravity.

"Objects placed in orbit, if large enough, could be seen by people around the world for long 
periods of time," the FAA said in a regulatory filing.

Currently, the FAA lacks the authority to enforce the existing law.

For instance, outsized billboards deployed by a space company into low Earth orbit could appear 
as large as the moon and be seen without a telescope, the FAA said. Big and bright 
advertisements might hinder astronomers.

"Large advertisements could destroy the darkness of the night sky," regulators said.
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APLB Staff

Glenn Byrd, MBA, RAC – Branch Chief
CDR Nancy Chamberlin, Pharm.D.
Maryann Gallagher
Yongkai Weng, Ph.D.
Beverly Conner, Pharm.D.



Looking Back…

An Enforcement Review



APLB Advisory Actions 
6/04 – 5/05

Untitled Letters – three (3) issued
Vivotif – Berna Biotech (6/04)
Helixate FS – Bayer HealthCare (8/04)
WinRho – Cangene Corp. (1/05)



APLB Advisory Actions 
6/04 – 5/05
Warning Letters – eight (8) issued

Engerix-B, Havrix, Twinrix – GlaxoSmithKline Biologics (7/04)
NovoSeven – Novo Nordisk Pharmaceuticals (8/04)
Rhophylac – ZLB Bioplasma (9/04)
Zemaira – Aventis Behring (10/04)
DigiFab – Protherics, Inc. (11/04)
Nabi-Hb – Nabi Biopharmaceuticals (1/05)
Flebogamma – Instituto Grifols (3/05)

All CBER Enforcement letters are posted at:
www.fda.gov/cber/efoi/adpromo.htm









5. False information on approved indications and 
limitations of other marketed products

6. Promotion of broader indication than approved
7. Promotion that product is more effective based 

on timing of drug administration in the absence 
of substantial evidence

The APLB Top Seven Problem List



The APLB Top Seven Problem List

1. Omission of risk information
2. Failure to submit materials to FDA
3. Claims of “unsurpassed…safety”
4. Claims regarding the reduction in frequency or 

severity of adverse events or clinical symptoms 
in the absence of substantial evidence



Practical Advice
When developing/approving 
promotional pieces:

Fair Balance risk information should be 
included in the body of the piece
It is not sufficient to simply attach the 
PI or the brief summary
Submit a copy to FDA at the same time 
you distribute the pieces



Corrective Actions

Warning letters – firms are requested to 
develop a plan of action to distribute 
corrective information to audience that 
received violative information

We have been consistent in this corrective 
action requirement
Because of the nature of the violation, the 
corrective message should be pro-active



Corrective Actions (cont’d)

Examples:
Conferences – send corrective letters to all 
conference attendees
Journals – send corrective letters to all 
subscribers or publish a corrective ad in 
journal(s)
Website – post correction on the website 
page(s)



Looking Ahead…

Electronic Submission of 2253 Materials
New guidance documents – draft and 
final
Continued vigorous enforcement
Continue working interactively with 
industry to achieve voluntary 
compliance



Looking Ahead…
Electronic submissions for FDA Form-2253 
materials.

Similar to the January 2001 draft guidance on 
electronic submissions for ad/promo materials
Presently, we receive CDs with one paper 2253 
from some companies instead of all paper
Fully electronic submissions through the CBER 
electronic document room within the year



Looking Ahead…

Guidance Documents
Help-Seeking/Disease Awareness
Brief Summary Guidance
Outdoor Media
Presentation of Risk Information
Electronic Submissions



APLB Contact Information

Phone:  301-827-3028
Fax:  301-827-3528
www.fda.gov/cber/efoi/adpromo.htm


